
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON. D.C. 20480 

May 10, 1999 

OFFICI: Of' 
PREVENTION. PESTICIDES AND 

TOXIC SUBSTANCeS 

MEMORANDUM 

Subject: 

From: 

Efficacy Review for 71871-RfCD-Cartridge Chlorine Dioxide Gas Generator 

DP Barcode: 0253229 

Ibrahim S. Barsoum, Ph.D., Microbiologist 
Efficacy and Science Support Branch 
Efficacy Evaluation Team 
Antimicrobials Division (7510C) 

To: Robert Brennis, PM 321/Delores WIUiams 
Regulatory Management Branch If 
Antimicrobials Division (7510C) 

Thru: John W. NeWland, Ph.D., J.D., Team Leader \:\J: ·- W ., 
Efficacy Evaluation Team u/l..-
Efficacy and Science Support Branch 
Antimicrobials Division {7510C) 

Michele E. Wingfield, Chief L--41~ 1 h h '-'-l:-t6J,._~~A'/ _.J 
Efficacy and Science Support B~c~ ~ 
Antimicrobials Division (7510C) 

Applicant: Advanced Sterilization Products 
Irvine, CA. USA 

Formulation From Label: 

Active fngredientCsl % by wt 
Sodium Chlorite .. .... . . .. . ..... ... .. .. . . . .. . ... . . . . . . . . . .. .. . ... . .. . . . .... .. ..... . 72.8 
Inert lngrediont(t) .............. ., ..... ........ ................ ........ ........... .21..2_ 
Total 100.0 

lntt~Mt AddntN (URl) • h~:n-.epa.~ 
Aeovbl•~•~~~e •Pmtec~_.. v~o• s-.cr w. on Rw,odedPIII* ~X% P~ 

-·····-·-···· ............. --·--· .. ·---------------------------



BACKGROUND: 

Product manager haa requested Nvtew of effacaey data (MRID No. 447417- 01) to 
~ registration of CD ~ cartridge as a generator of Chlorine Dioxide gas for industrial use 

RECOMIIENDAnONS: EASSB findings are: 

Efficacy data submitted to teat chlorine dioxide generated from CD - Cartridge (MRIO 
No 447417-01) is not acceptable fQr the following reasons: 

1. The study was not conducted in accordance with Good Laboratory Practice Standards 
{GLPS) issued under 40 CFR Part 160. 

2. Submitted efficacy study was done according to FDA guidelinn and does not meet 
EPA test requirements ( DISITSS-9,AOAC Sporicidal Test) which state the following: 
•Sbcty carrtera-representing each of two typet of surfaces are required to be teated 
against spores of both Bsclllus subtilis and Clostridium sporogenss on three produd 
samples representing three different batchet. one of whtch ia at least 60 days old. • 

3. Invalid sterility tett reaulte: EPA performance requirement for eteritizere mandate killing 
oo an 720 earriere. No failures ere permitted. ReeUtta presented tn thia study show 
growth in some of the proceeaed oulturea, AJso, aome unproc;eSHd cultures showed no 
growth resulting in invalid atorflity test results. 

Note: The efficacy data (MRID No. 4(M678-01) for the sub6tantiaJiy .tmUar produet, Soopas 
Sterilant Syeyem Cartirdge, EPA Rev. No. 567~1. waa not provided in support ofltlis revew. 

(C:\coples of reVIeWS\CD-Cartrklge ChlOrine Oioxlde.wpd) 
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